
I~~~G~A~~V~ ~H~~APE~~~~$ INC.- 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 825 Chalienger Drive, Green Bay, WI 5431 l-8328 
Wilsonville OR 97070 I’: 920.469.7 313 F: 888.570.6460 (Enzymatic) 

P: 503.5 3.5 20.469.9099 F: 920.469.4418 (Phyto) 

- 

May 10,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you thz~t the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act, These claims are 
not necessarily for a product we currentiy market or plan to market in the immediate filtltre, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C: Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, plcasc contact Robert Roster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

‘Si&l&e 17e 



ATlVE ~~~~A~~~~~~~ I 
NF Formulas PhytoPharmica 

Tyler Encapsulat.ions Vitaline Formulas 

9755 SW Commerce Circle, Suite 62 
Wiisonviile, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5433 1-8328 
P: 320.469.‘1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

May 10,2005 

O ffice of Nutritiona! Products, Labeling St 
Dietary Supplcmcnts, I-IFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a Iabel that contains a statement provided 
by section 403(r)(G) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(G) of the act. These claims are 
not necessarily for a product we currently market or plan to market in tile immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are trutbhl and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Afhirs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-360X. 

Sincerely, 

P . 
Mi rcux 
Chief Financial O ffice1 

: 
Similase 18e 



~~~EG~A~lVE ~~~~A~~U~~e~ INC.” 
NF Formulas PhytoPhatmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 6.2 825 Chalfenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 I’: 920.469.1313 1 F: 888.570.6460 (Enzymatic) 

I’: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

May 11,2005 

O ffice of Nutritional Products, Labeling 8r 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify YOLI that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at X25 Challcngcr Drive, Green Bay, Wisconsin 543 11 has a Iabel that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently marlcet or plan to market in the immediate future, and may be exploratory 
in nature. 

bidabailabiiity of iron, zinc, calcium and Pfotease i,il,rii,rv, Lipase l,ll, 
magnesium.* Lactase l,tl, Phytase, Cellulase 

l,ll, Sucrase (lnvertase), Maltase 
(Malt Diastase) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice Prcsidcnt of Scientific Affairs 

If you have any clueslions, please contact Robert Doster, Senior Vice President of Scientific Aft”&rs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devcreux 
Chief Financial O fficer 



I~~~G~A~lV~ r~E~APE~~l~$ INC.” 
NF Formulas PhytoPharmica 

Tyier Encapsulations Vitaiine Formulas 

ENZYMATIC THFR.QW 

wwBelterpe~mtc - 

9755 SW Commerce Circle, Suite I32 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 , F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 : F: 920.469.4418 (Phyto) 

May IL2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Dis~ibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

lactose intolerantie.” Protease i,il,lll,lV, Lipase 1,II, 
Lactase I,li, Phytase, Cellulase 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date s-- / /-as 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



. I~~~~RA~lV~ YH~RA~~~TI~S IRIC.” 
NF Formulas PhytoPharmica ..” 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 

ENZYMATIC THERAPY Wilsonville, OR 97070 
^^l “.’ .“. P: 503.582.8386 .‘ F: 503.582.0467 

what Betterfea MM - 

May 1 I, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 ~ F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 j.~ F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act and comply with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the irmnediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 

FNZYMATICTHERA~Y Wilsonville, OR 97070 
-. -,_- ",, : I’: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.137 3 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 *, F: 920.469.4418 (Phyto) 

- 

May 12,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, WFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) o,f the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fnmre, and may be exploratory 
in nature. 

and occasional diarrhea.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date 5-L2-0~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 


